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the returned drug product. If the rea-
son for a drug product being returned 
implicates associated batches, an ap-
propriate investigation shall be con-
ducted in accordance with the require-
ments of § 211.192. Procedures for the 
holding, testing, and reprocessing of re-
turned drug products shall be in writ-
ing and shall be followed.

§ 211.208 Drug product salvaging. 

Drug products that have been sub-
jected to improper storage conditions 
including extremes in temperature, hu-
midity, smoke, fumes, pressure, age, or 
radiation due to natural disasters, 
fires, accidents, or equipment failures 
shall not be salvaged and returned to 
the marketplace. Whenever there is a 
question whether drug products have 
been subjected to such conditions, sal-
vaging operations may be conducted 
only if there is (a) evidence from lab-
oratory tests and assays (including ani-
mal feeding studies where applicable) 
that the drug products meet all appli-
cable standards of identity, strength, 
quality, and purity and (b) evidence 
from inspection of the premises that 
the drug products and their associated 
packaging were not subjected to im-
proper storage conditions as a result of 
the disaster or accident. Organoleptic 
examinations shall be acceptable only 
as supplemental evidence that the drug 
products meet appropriate standards of 
identity, strength, quality, and purity. 
Records including name, lot number, 
and disposition shall be maintained for 
drug products subject to this section.
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§ 216.24 Drug products withdrawn or 
removed from the market for rea-
sons of safety or effectiveness. 

The following drug products were 
withdrawn or removed from the mar-
ket because such drug products or com-
ponents of such drug products were 
found to be unsafe or not effective. The 
following drug products may not be 
compounded under the exemptions pro-
vided by section 503A(a) of the Federal 
Food, Drug, and Cosmetic Act:

Adenosine phosphate: All drug products con-
taining adenosine phosphate. 

Adrenal cortex: All drug products containing 
adrenal cortex. 

Azaribine: All drug products containing 
azaribine. 

Benoxaprofen: All drug products containing 
benoxaprofen. 

Bithionol: All drug products containing 
bithionol. 

Bromfenac sodium: All drug products con-
taining bromfenac sodium. 

Butamben: All parenteral drug products con-
taining butamben. 

Camphorated oil: All drug products con-
taining camphorated oil. 

Carbetapentane citrate: All oral gel drug prod-
ucts containing carbetapentane citrate. 

Casein, iodinated: All drug products con-
taining iodinated casein. 

Chlorhexidine gluconate: All tinctures of 
chlorhexidine gluconate formulated for use 
as a patient preoperative skin preparation. 

Chlormadinone acetate: All drug products con-
taining chlormadinone acetate. 

Chloroform: All drug products containing 
chloroform. 

Cobalt: All drug products containing cobalt 
salts (except radioactive forms of cobalt 
and its salts and cobalamin and its deriva-
tives). 

Dexfenfluramine hydrochloride: All drug prod-
ucts containing dexfenfluramine hydro-
chloride. 

Diamthazole dihydrochloride: All drug prod-
ucts containing diamthazole 
dihydrochloride. 

Dibromsalan: All drug products containing 
dibromsalan. 

Diethylstilbestrol: All oral and parenteral drug 
products containing 25 milligrams or more 
of diethylstilbestrol per unit dose. 
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